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meaning of §20.81(a) of this chapter.
Neither FDA nor any other person may
require the attendance of a person who
is not an employee of the executive
branch of the Federal Government
without the agreement of the person
requesting the meeting. Any person
may attend by mutual consent of the
person requesting the meeting and
FDA.

(2) FDA will determine which rep-
resentatives of the agency will attend
the meeting. The person requesting the
meeting may request, but not require
or preclude, the attendance of a spe-
cific FDA employee.

(3) A person who wishes to attend a
private meeting, but who is not invited
to attend either by the person request-
ing the meeting or by FDA, or who oth-
erwise cannot attend the meeting, may
request a separate meeting with FDA
to discuss the same matter or an addi-
tional matter.

(d) FDA employees have a responsi-
bility to meet with all segments of the
public to promote the objectives of the
laws administered by the agency. In
pursuing this responsibility, the fol-
lowing general policy applies where
agency employees are invited by per-
sons outside the Federal Government
to attend or participate in meetings
outside agency offices as representa-
tives of the agency.

(1) A person outside the executive
branch may invite an agency rep-
resentative to attend or participate in
a meeting outside agency offices. The
agency representative is not obligated
to attend or participate, but may do so
where it is in the public interest and
will promote the objectives of the act.

(2) The agency representative may
request that the meeting be open if
that would be in the public interest.
The agency representative may decline
to participate in a meeting held as a
private meeting if that will best serve
the public interest.

(3) An agency representative may not
knowingly participate in a meeting
that is closed on the basis of gender,
race, or religion.

(e) An official transcript, recording,
or memorandum summarizing the sub-
stance of any meeting described in this
section will be prepared by a represent-
ative of FDA when the agency deter-
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mines that such documentation will be
useful.

(f) FDA promptly will file in the ap-
propriate administrative file memo-
randa of meetings prepared by FDA
representatives and all correspondence,
including any written summary of a
meeting from a participant, that relate
to a matter pending before the agency.

(g) Representatives of FDA may ini-
tiate a meeting or correspondence on
any matter concerning the laws admin-
istered by the Commissioner. Unless
otherwise required by law, meetings
may be public or private at FDA’s dis-
cretion.

(h) A meeting of an advisory com-
mittee is subject to the requirements
of part 14 of this chapter.

[66 FR 6468, Jan. 22, 2001]

EFFECTIVE DATE NOTE: At 66 FR 12848, Mar.
1, 2001, §10.65 was stayed from Jan. 22, 2001,
to Apr. 22, 2001.

§10.65a Meetings and correspondence.

(a) In addition to public hearings and
proceedings established under this part
and other sections of this chapter,
meetings may be held and correspond-
ence may be exchanged between rep-
resentatives of FDA and an interested
person outside FDA on a matter within
the jurisdiction of the laws adminis-
tered by the Commissioner. Action on
meetings and correspondence does not
constitute final administrative action
subject to judicial review under §10.45.

(b) The Commissioner may conclude
that it would be in the public interest
to hold an open public meeting to dis-
cuss a matter (or class of matters)
pending before FDA, at which any in-
terested person may participate.

(1) The Commissioner shall give pub-
lic notice through the public calendar
described in §10.100(a) of the time and
place of the meeting and of the matters
to be discussed, and may also publish
notice of the meeting.

(2) The meeting will be informal, i.e.,
any interested person may attend and
participate in the discussion without
prior notice to the agency unless the
notice of the meeting specifies other-
wise.

(3) No official transcript or recording
of the meeting will be made unless it
appears to the agency that it will be
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useful. A written memorandum sum-
marizing the substance of the meeting
will be prepared by an FDA representa-
tive in all cases.

(c) A meeting with a person outside
the Department, including a person in
the executive or legislative branch of
the Federal Government, concerning a
pending court case, administrative
hearing, or other regulatory action or
decision, which involves more than a
brief description of the matter, is to be
summarized in a written memorandum,
which is filed in the administrative file
on the matter.

(d) Every person outside the Federal
Government may request and obtain a
private meeting with a representative
of FDA in agency offices to discuss a
matter.

(1) The person requesting a meeting
may be accompanied by a reasonable
number of employees, consultants, or
other persons with whom there is a
commercial arrangement within the
meaning of §20.81(a). Neither FDA nor
any other person may require the at-
tendance of a person who is not an em-
ployee of the executive branch of the
Federal Government without the
agreement of the person requesting the
meeting. Any person may attend by
mutual consent of the person request-
ing the meeting and FDA.

(2) FDA will determine which rep-
resentatives of the Agency will attend
the meeting. The person requesting the
meeting may request but not require or
preclude the attendance of a specific
FDA employee.

(3) Whenever appropriate (e.g., the
meeting involves a matter covered by
paragraph (c) of this section or other
important matter, a decision on an
issue, or statements or advice or con-
clusions to which future reference may
be desirable), a written memorandum
summarizing the substance of the
meeting will be prepared by an FDA
representative.

(4) A person who wishes to attend a
private meeting, but who either is not
permitted to attend by the person re-
questing the meeting or by FDA or who
cannot attend because the meeting is
conducted by telephone, may obtain a
separate meeting with FDA to discuss
the same matter or an additional mat-
ter.

21 CFR Ch. | (4-1-01 Edition)

(e) FDA employees have a responsi-
bility to meet with all segments of the
public to promote the objectives of the
laws administered by the Agency. In
pursuing this responsibility the fol-
lowing general policy applies where
agency employees are invited by per-
sons outside the Federal Government
to attend or participate in meetings
outside agency offices as representa-
tives of the Agency.

(1) A person outside the executive
branch may invite an agency rep-
resentative to attend or participate in
a meeting outside agency offices. The
agency representative is not obligated
to attend or participate, but may do so
where it is in the public interest and
will promote the objectives of the act.

(2) The agency representative may
request that the meeting be open if
that would be in the public interest.
The agency representative may decline
to participate in a meeting held as a
private meeting if that will best serve
the public interest.

(3) An agency representative may not
knowingly participate in a meeting
which is closed on the basis of sex,
race, or religion.

(4) A meeting, whether open or
closed, is subject to paragraph (d)(3) of
this section with respect to memo-
randa summarizing the substance of
the meeting.

(f) Representatives of FDA may ini-
tiate a meeting or correspondence with
any person outside the Federal Govern-
ment on any matter concerning the
laws administered by the Commis-
sioner.

(1) A meeting initiated by FDA rep-
resentatives which involves a small
number of interested persons, for ex-
ample, a meeting with a petitioner or
with two manufacturers of a particular
product which requires additional test-
ing or with a trade association em-
ployee to discuss an industry labeling
problem, may be a private meeting. A
meeting initiated by FDA representa-
tives which involves a large number of
interested persons, for example, 10
manufacturers of an ingredient in a
discussion of appropriate testing or la-
beling, must be held as an open con-
ference or meeting under paragraph (b)
of this section.
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(2) Whenever appropriate (e.g., the
meeting involves a matter covered by
paragraph (c) of this section or another
important matter, a decision on an
issue, or statements or advice or con-
clusions to which future reference may
be desirable), a written memorandum
summarizing the substance of the
meeting will be prepared by an FDA
representative.

(g) A person who participates in a
meeting described in paragraphs (b)
through (f) of this section may also
prepare and submit to FDA for inclu-
sion in the administrative file a writ-
ten memorandum summarizing the
substance of the meeting.

(h) Memoranda of meetings prepared
by an FDA representative or by any
other person and all correspondence
which relate to a matter pending be-
fore the agency will promptly be filed
in the administrative file of the pro-
ceeding.

(i) A meeting with a representative of
Congress relating to a pending or po-
tential investigation, inquiry, or hear-
ing by a congressional committee or a
Member of Congress will be summa-
rized in a written memorandum which
is to be forwarded to the Food and
Drug Administration, Office of Legisla-
tive Affairs. This provision does not re-
strict the right of an agency employee
to participate in the meeting.

(j)) A meeting of an advisory com-
mittee is subject to the requirements
of part 14.

(k) Under 42 U.S.C. 2631(a)(8), a log or
summary is to be made of all meetings
between representatives of FDA and in-
dustry and other interested parties to
implement the Radiation Control for
Health and Safety Act of 1968.

[66 FR 12848, Mar. 1, 2001]

EFFECTIVE DATE NOTE: At 66 FR 12848, Mar.
1, 2001, §10.65a was added, effective Jan. 22,
2001, to Apr. 22, 2001.

§10.70 Documentation of significant
decisions in administrative file.

(a) This section applies to every sig-
nificant FDA decision on any matter
under the laws administered by the
Commissioner, whether it is raised for-
mally, for example, by a petition or in-
formally, for example, by correspond-
ence.
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(b) FDA employees responsible for
handling a matter are responsible for
insuring the completeness of the ad-
ministrative file relating to it. The file
must contain:

(1) Appropriate documentation of the
basis for the decision, including rel-
evant evaluations, reviews, memo-
randa, letters, opinions of consultants,
minutes of meetings, and other perti-
nent written documents; and

(2) The recommendations and deci-
sions of individual employees, includ-
ing supervisory personnel, responsible
for handling the matter.

(i) The recommendations and deci-
sions are to reveal significant con-
troversies or differences of opinion and
their resolution.

(ii) An agency employee working on a
matter and, consistent with the
prompt completion of other assign-
ments, an agency employee who has
worked on a matter may record indi-
vidual views on that matter in a writ-
ten memorandum, which is to be placed
in the file.

(c) A written document placed in an
administrative file must:

(1) Relate to the factual, scientific,
legal or related issues under consider-
ation;

(2) Be dated and signed by the au-
thor;

(3) Be directed to the file, to appro-
priate supervisory personnel, and to
other appropriate employees, and show
all persons to whom copies were sent;

(4) Avoid defamatory language, in-
temperate remarks, undocumented
charges, or irrelevant matters (e.g.,
personnel complaints);

(5) If it records the views, analyses,
recommendations, or decisions of an
agency employee in addition to the au-
thor, be given to the other employees;
and

(6) Once completed (i.e., typed in
final form, dated, and signed) not be al-
tered or removed. Later additions to or
revisions of the document must be
made in a new document.

(d) Memoranda or other documents
that are prepared by agency employees
and are not in the administrative file
have no status or effect.

(e) FDA employees working on a
matter have access to the administra-
tive file on that matter, as appropriate
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